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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-25 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) K Claim(s) 1-25 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Claims 1-25 are pending. 



Information Disclosure Statement 

The IDS filed 6/1/04 and 10/15/03 have been considered and initialed copies of the 
PTO-1449 are enclosed. 



Claim Rejections - 35 USC §112 

Claims 1-3, 5-20 and 24-25 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

The claims are drawn to antibodies to peptides having contiguous amino acids 
derived from the gp100 sequence of SEQ ID NO. 27 and 46-49. While the amino acid 
sequence of SEQ ID NO:27 is adequately described in the specification as-filed, thereby 
providing an adequate basis for the peptide of SEQ ID NO:27 and 46-49; there is 
insufficient written description as to the identity of a peptide having contiguous amino 
acids derived from the gp100 sequence of SEQ ID NO. 27 and 46-49. Consequently, 
the specification does not provide an adequate written description of an antibody to a 
peptide having contiguous amino acids derived from the gp100 sequence of SEQ ID 
NO. 27 and 46-49. 
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Because of the use of the open language "having" the claims read on antibodies 
to peptides containing a portion of SEQ ID NO. 27 or 46-49 and then having an 
undetermined sequence and number of amino acids of either side of said sequence. 
Applicant has not provided sufficient written description of the "an undetermined 
sequence and number of amino acids of either side of said sequence". 
Therefore, only SEQ ID No. 27 and 46-49 meet the written description provision of 35 
U.S.C. 112, first paragraph. Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, makes clear 
that applicant must convey with reasonable clarity to those skilled in the art that, as of 
the filing date sought, he or she was in possession of the invention. The invention is, for 
purposes of the written description inquiry, whatever is now claimed.= (See page 1117.) 
The specification does not Aclearly allow persons of ordinary skill in the art to recognize 
that [he or she] invented what is claimed. (See Vas-Cath at page 1 116.). 
Consequently, Applicant was not in possession of the instant claimed invention. See 
University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 

Claims 3, 8-10, 21 and 23 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

a. In claim 3, because of the use of the terminology "and" in line 2, the claim is vague 
and indefinite. The claim, as written, reads on the peptide being SEQ Id NO. 46, 47, 48 
and 49 are the same time. This cannot be. Changing "and" to --or- will overcome this 
rejection. 
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b. In claim 21, line 3, the sequence for Seq ID No. 69 is incorrect. The sequence reads 
"KmWGQYWQV" and should read - KMWGQYWQV-. 

* 

c. In claim 23, line 2, the sequence for Seq ID No.104 is incorrect. The sequence 
reads "YLEPGPVTVO" and should read --YLEPGPVTV--. 

Claim Rejections - 35 USC § 101 

Claims 1-25 are rejected under 35 U.S.C. § 101 because the claim is directed to 
non-statutory matter. The "antibody," as claimed, absent limitation to "an isolated" or 
"purified" product, has the same characteristics as a antibody in a human being and 
therefore does not constitute patentable subject matter. In the absence of the hand of 
man the naturally occurring gene is considered non-statutory subject matter. Diamond 
v. Chakrabartv . 206 U.S.P.Q. 193 (1980). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2 and 14-15 are rejected under 35 U.S.C. 102(b) as being anticipated 
by WO 92/21767. 
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This reference discloses Seq ID NO. 1 and antibodies, including monoclonal 
antibody ME20 to said sequence. Seq ID NO. 1 corresponds to a portion of SEQ ID 
NO. 27 of the instant invention. 

Claims 1-3 and 14-16 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Vennegoor et al Am. J. Pathol. Vol. 130 p. 179 (1988) as evidenced by Adema et al 
Am J. Pathol. Vol. 143 p. 1579 (12/93) or Bakker et al J. Exp. Med. Vol. 179 p. 1005 
(3/94). 

Vennegoor et al disclose the monoclonal antibody NK1/beteb which binds to a 
100kDa protein (see abstract). Both Bakker et al and Adema et al disclose that the 
100kDa protein is gp100. It is inherent that the sequence of gp100 is that of the instant 
invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-3, 5-6 and 14-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kwon, US 567951 1 (filed 6/1/92) in view of Campbell, Monoclonal 
Antibody Technology, eds. Elsevier Science Publishers. 1984, chapter 1. 

Kwon discloses SEQ Id NO. 6 which is 98.6% identical to Seq ID NO. 27 of the 
instant invention. 

The reference does not disclose the antibodies to SEQ ID NO. 6. 

Campbell discloses that it is customary in the art to make monoclonal antibodies 
to macromolecules without a clear objective for their application) (page 29 bottom). 

Therefore, in view of Campbell and the fact that is customary in the art to make 
monoclonal antibodies, one of ordinary skill in the art at the time of applicant's invention 
would have made monoclonal antibodies to SEQ ID NO. 27 even without a clear 
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objective for their application. Because of the terminology "has" (which is open 
language) in claims 3 and 16, the reference reads on claims 3 and 16. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheela J. Huff whose telephone number is 571-272- 
0834. The examiner can normally be reached on Monday, Tuesday and Thursday from 
7am to 1pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Sheela J Huff u 



Primary Examiner 
Art Unit 1643 
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RESULT 13 
US-07-891-942G-6 

Sequence 6, Application US/07891942G 
Patent No. 5679511 
GENERAL INFORMATION: 

APPLICANT: Kwon, Byoung Se 

TITLE OF INVENTION: cDNA CLONES FOR HUMAN TYROSINASE AND FOR 
TITLE OF INVENTION: A REGULATORY PROTEIN IN THE MELANIN PROTEIN PATHWAY 
NUMBER OF SEQUENCES: 16 
CORRESPONDENCE ADDRESS : 

ADDRESSEE: Christopher A. Michaels, Barnard, Brown & 
ADDRESSEE: Michaels 

STREET: 306 East State Street; Suite 220 
CITY: Ithaca 
STATE : NY 
COUNTRY: USA 
ZIP: 14850 
COMPUTER READABLE FORM: 
MEDIUM TYPE: Floppy disk 
COMPUTER: IBM PC compatible 
OPERATING SYSTEM: PC-DOS/MS-DOS 
SOFTWARE: Patentln Release #1.0, Version #1.30 
CURRENT APPLICATION DATA: 

APPLICATION NUMBER: US/07/891 , 942G 
FILING DATE: 01-JUN-1992 
CLASSIFICATION: 435 
PRIOR APPLICATION DATA: 

APPLICATION NUMBER: 06/915,753 
FILING DATE: 06-OCT-1986 
PRIOR APPLICATION DATA: 

APPLICATION NUMBER: 07/362,847 
FILING DATE: 07-JUN-1989 
ATTORNEY/AGENT INFORMATION: 

NAME: Michaels, Christopher A 
REGISTRATION NUMBER: 34,390 
REFERENCE/ DOCKET NUMBER: INDl 
TELECOMMUNICATION INFORMATION: 
TELEPHONE: 607-273-1711 
TELEFAX: 607-273-2609 
INFORMATION FOR SEQ ID NO: 6: 
SEQUENCE CHARACTERISTICS: 
LENGTH: 668 amino acids 
TYPE: amino acid 
STRANDEDNESS : single 
TOPOLOGY: linear 
MOLECULE TYPE: protein 
PUBLICATION INFORMATION: 



-EXH'Scv A- 



AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

AUTHORS 

TITLE: 

TITLE: 

TITLE: 

TITLE: 

JOURNAL: 

VOLUME : 

PAGES : 



Kwon, Byoung Se 

Chintamaneni, Chaya 

Kozak, Christine A 

Copeland, Neal G 

Gilbert, Debra J 

Jenkins, Nancy 

Barton, David 

Francke, Uta 

Kobayashi, Yvonne 

Kim, Kack K 
A melanocyte-specif ic gene, Pmel 17, maps 
near the silver coat color locus on mouse 
chromosome 10 and is in a syntenic region on human 
chromosome 12 

Proc. Natl. Acad. Sci . U.S.A. 
88 

9228-9232 



DATE: October- 1991 
RELEVANT RESIDUES IN SEQ ID NO: 
US-07-891-942G-6 



6: FROM 1 TO 668 



Query Match 98.6%; 
Best Local Similarity 98.2%; 
Matches 656; Conservative 



Score 3402.5; DB 1; 
Pred. No. 6.1e-271; 
0; Mismatches 5; 



Length 668; 



Indels 



7 ; Gaps 



1; 



Qy 

Db 



1 MDLVLKRCLLHLAVIGALLAVGATKVPRNQDWLGVSRQLRTKAWNRQLYPEWTEAQRLDC 60 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I M I I I 
1 M DL VL K RC L LH L A V I G AL L AVGAT K V P RN QDW L G VS RQL RT KAWN RQ L Y PE W T E AQ RL DC 60 
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Ov 


61 


Db 


61 


Qv 


121 


Db 


121 


Ov 


181 


Db 


181 


Ov 


241 


Db 


241 


Ov 


301 


Db 


301 


Qv 


361 


Db 


361 


Ov 


421 


Db 


421 


Ov 


481 


Db 


481 


Qv 


541 


Db 


541 


Qy 


594 


Db 


601 


Qy 


654 


Db 


661 



WRGGQVSLKVSNDGPTLIGANASFSIALNFPGSQKVLPDGQVIWVNNTIINGSQVWGGQP 120 
I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I II I I I I I I I I I I I I I I I I I I I I I I I 
WRGGQVSLKVSNDGPTLIGANASFSIALNFPGSQKVLPDQGVIWVNNTIINGSQVWGGQP 120 



I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 



THTMEVTVYHRRGSRSYVPLAHSSSAFTITDQVPFSVSVSQLRALDGGNKHFLRNQPLTF 240 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I II I I I I I I I I I I I I 
THTMEVTVYHRRGSRSYVPLAHSSSAFTITDQVPFSVSVSQLRALDGGNKHFLRNQPLTF 240 

ALQLHDPSGYLAEADLSYTWDFGDSSGTLISRALWTHTYLEPGPVTAQWLQAAIPLTS 300 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I I I I 
ALQLHDPSGYLAEADLSYTWDFGDSSGTLISRAPVVTHTYLEPGPVTAQVVLQAAIPLTS 300 

CGSSPVPGTTDGHRPTAEAPNTTAGQVPTTEWGTTPGQAPTAEPSGTTSVQVPTTEVIS 360 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
CGSSPVPGTTDGHRPTAEAPNTTAGQVPTTEVVGTTPGQAPTAEPSGTTSVQVPTTEVIS 360 



I I I I I I I II I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 



TEWVETTARELPIPEPEGPDASSIMSTESITGSLGPLLDGTATLRLVKRQVPLDCVLYRY 480 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
TEWVETTARELPIPEPEGPDASSIMSTESITGSLGPLLDGTATLRLVKRQVPLDCVLYRY 480 

GSFSVTLDIVQGIESAEILQAVPSGEGDAFELTVSCQGGLPKEACMEISSPGCQPPAQRL 540 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I 
GSFSVTLDIVQGIESAEILQAVPSGEGDAFELTVSCQSGLPKEACMEISSPGCQPPAQRL 540 

CQPVLPSPACQLVLHQILKGGSGTYCLNVSLADTNSLAVVSTQLIMP GQEAGL 593 

I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

CQPVLPSPACQLVLHQILKGGSGTYCLNVSLADTNSLAWSTQLIMPVPGILLTGQEAGL 600 

GQVPLIVGILLVLMAVVLASLIYRRRLMKQDFSVPQLPHSSSHWLRLPRIFCSCPIGENS 653 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
GQVPLIVGILLVLMAVVLASLIYRRRLMKQDFSVPQLPHSSSHWLRLPRIFCSCPIGENS 660 

PLLSGQQV 661 

I I I I I I I I 
PLLSGQQV 668 
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